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September 14,2&X 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 810 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, a~~o~~Dis~ib~ted by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, W;isconsin 543 11 has a lab&that, coma&& a statement provided 
by section 403(r)(6) of the Federal Fo.od, D&g and Cosmetic Act, Enzym&c Therapy, Inc, wishes to take advantage 
of the exemption to section 201(g)(l)(C) of the act and comply with section 403(~)(6~,0~~~ act, These claims are 
not necessarily .for a product we currently market‘or plan to market iri the immediate Wure, and may be exploratory 
in nature. 

/ ingredients in Bronchial Soothe provide greater f Extract I 
) levels of safety. ” 

I certify that the information contained in this notice is complete and accurate and that Ernzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

By: 
Robert Doster 

Title: Senior Vice President of Scienti& Affairs 

If you have any questions, pleasecontact Robert Do&z, Senior Vice President ofScientific Affairs at 
(9iO) 406-36Oi3. 

Michael P . Devereux 
Chief Financial Officer 
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O ffice of Nutritional Products, Labehng & 
Dietary Supplements, HFS 810 
Center for Food Safety and’ Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 
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Dear Sir or Madam: 

This letter is to notify you that the following pro&% is Manufactured, Packed, ~~or,Dis~~b~ted by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, .Wisconsin 543 11 “has a label that contains ‘a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. E~y~~tic’T~e~~y, Inc. wishes to take advantage 
of the exemption to section 201(g)(l)(C) of the act and comply with se@ion 403(r)(6) of the act. These claims are 
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory 
in nature. 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

By: 
Robert Doster 

Title: Senior Vice President of Scientific Affairs 

If you have any questions, please contact RobertDoster, Senior vice President of Scientific Affairs at 
(920) 406-3608. 

Michael P. Devereux 
Chief Financial O fficer 
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September 14,2005 

Office of Nutritional Proclpcts, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applie Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the follow~gprod~~-us M+#acture$, Packed, ~~o~~,~~~b~ted-by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, ~Wisconsi~,54311. has a la&i &at ~n&ns a stategent provided 
by section 403(r)@) of the Federal Food, Drug anti’cosmetic A& Er$yma& Therapy, in& wishes to take advantage 
of the exemption to section 201(g)(l)(C) oQhe a$t a&l comply with section 403(~~6~ ofthe act. These claims are 
not necessarily for a product we currently market or plan b marke& the elevate &t&&, bind may be exploratory 
in nature. 

has been used for cent$es for bionchial 
1 health,* 

I certify that the information contained in this notice is complete tid, accur,a$ -and that E*matic Therapy, Inc. has 
substantiation that the statements tie tnzthfui and not misleading. 

By: 
Robert Doster 

Title: Senior Vice President of Scientific Affairs 

If you have any questions, please con&t Robert -i>o$er, Senior Vice Preqiclent df Sc~~ti~~c Affairs at 
(920) 406-3608. 

Sincerely, 

Chief Financial Officer 
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P: 92OA69.1313 9 F: e&8.570.6460 (Enzymatic) 
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Office of Nutritional Products, Labeling & 
Dietary Supplements,-HFS 810 
Center for Food Safety and ,4pplied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Dis&imers 

Dear Sir or Madam: 

This letter is to notify you that the following prods@ is ManufUure& PaFked, and/or Distributed by Enzymatic‘ 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that 4mdtim a statement provided 
by section 403(r)(6) of the Federal Food, Drug amWosmetic Act. Enzymatic Therapy, Imz. wishes to take advantage 
of the exemption to section 201(g)(l)(C) of the act and comply withsection 4~~~~)~~~ oftbe act. These claims are 
not necessariIy for a product we cnrrentiy market.orplan to market in the .i,mmed-iate %nure, .and may be exploratory 
in nature. 

Bronchial SootheTM* Cliniclzliy proven respir&ory s’uppoi-t* ’ ~~~~~s~-Iv~ (Redera helix) Leaf 
‘Ekgact 

I certify that the information contained in this notice is complete ad, accurate &that Enzymatic Therapy, Inc. has 
substantiation that the statements ‘are truthful ‘and not misleading. 

By: 

Title: Senior Vice President of ScientificAffairs 

Date: 9//1//o < 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 406-3608. 

Sincerely, 

jkJ-tP* 
Michael P. Devereux 
Chief Financial Officer 
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Wbat~w~~I~: 
September 14,2005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following produet is Manufa&ured, Packed, ad/or ~ia~~~ted,by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, yisrsonsin 543 11 has’a label that contains a statement provided 
by section 403(r)(6) of the. Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, SW. wishes to take advantage 
of the exemption to section 201(g)(l)(C) of the act end comply withsection 41)3(r)(6) oftbe act. These claims are 
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory 
in nature. 

Bronchial Soothes* 1 “English I$ (Bedera helix) Leaf f 
Bronchial Soothem! * 1 l$xtract 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statement&e truthful and not m isleading. 

By: 
Robert Doster 

Title: Senior Vice President of Scientific Affairs- 

If you have any questions, please contact Robert Doster, Senior Vice President of Scienti’c wfairs at 
(920) 406-3608. 

Chief Financial Officer 


